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The MAILING DATE of this communication appears on the cover sheet with the correspondence adfikess « 


Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication, 

- Failure to repty within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 28 August 2003 . 
2a)Q This action is FINAL. 2b)K This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-5.7-18 and 47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-5. 7-18 and 47 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)Q Some*c)l3 None of: 

1 .03 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a)"0~The translation of the foreign-language provisional-application has.been received. 

14) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 


Attachment! s ) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 

2) CD Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) |3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 17 . 6) D Other: 
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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1 . 1 14, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1. 1 14. Applicant's submission filed on August 28, 2003has been entered as Paper # 16. 

Response to Amendment 

2. Applicant's cancellation of claims 6, 19-46, 48, and 49 in Paper No. 17 is acknowledged. 

Priority 

3. It is noted that this application claims the benefit of Applications Serial Number 
09/079,836 and 09/231,320 (see Paper # 14, filed January 29, 2003). The current status of these 
applications should be included (i.e., 09/079,836, now US 6,395,026). 

4. Acknowledgment is made of applicant's claim for foreign priority based on International 
Application No. PCT/US99/10871 filed in USA on May 17, 1999. It is noted, however, that 
applicant has not filed a certified copy of the International Application as required by 35 
U.S.C. 119(b). 
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Drawings 

5. This application has been filed with informal drawings, which are acceptable for 
examination purposes only. Formal drawings will be required when the application is allowed. 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

7. Claims 1-5, 7-18, and 47 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention: 

a. Regarding claims 1 and 47, the new claim limitation "the inner and outer cannulas forming 
between them a lumen defining a second flow path" (see claim 1, line 6; claim 47, lines 6-7) was 
not disclosed/described in the specification. According to the specification (see page 28) and the 
Figures (see for example Figure 1), concentric cannula 120 comprises outer conduit 123 (outer 
cannula) and inner conduit 121 (inner cannula). There is an annular space or lumen formed 
between outer conduit 123 and inner conduit 121. That annular space or lumen provides for the 
jnflow^ofbloodiopumpJJ^ As seen in Figure 1, the 

arrows show blood flowing into the annular space or lumen formed between outer conduit 123 
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and inner conduit 121. The "second flow path" or output of blood is shown in Figure 1 by arrows 
flowing inside inner conduit 121. 

b. Applicants have failed to specifically point out the support in the original disclosure for each 
of the newly presented claim limitations (see M.P.E.P. 714.02). 

Because of the procedure outlined in M.P.E.P. 2163.06 for interpreting the claims, it is noted that 
other art mav be applicable under 35 U.S.C. 102 or 35 U.S.C. 103fa) once the aforementioned 
problem is corrected . 

8. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

9. Claims 1-5, 7-18, and 47 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Regarding claim 1, "the first and second flow paths" (see line 9) or "first flow path" (see line 
10) lacks antecedent basis. 

b. Regarding claim 8, it depends on cancelled claim 6. 

c. Regarding claim 47, "the first and second flow paths" (see line 9) or "first flow path" (see line 
10) lacks antecedent basis. 


Conclusion 

-10; The prior art-made ofrecord and not-relied-upon-is-considered-pertinent-to-applican^s 

disclosure: Aboul-Hosn et al. (US 6,532,964 B2). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Javier G. Blanco whose telephone number is 703-605-4259. The 
examiner can normally be reached on M-F (7:30 a.m.-4:00 p.m.), first Friday of the bi-week off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 703-308-21 1 1. The fax phone numbers for the 
organization where this application or proceeding is assigned is 703-872-9306 for regular 
communications and After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0858. 


JGB 




November 28, 2003 


David H.Willse 
Primary Examiner 


